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26 (3i),—3fk wm^ wnSt f^m, 1945 ^ extern 

PlilHt cfTT TTcfi W, 3TRf£r 3fk ^1^^,1940 (1940 cR 23) SJRT 12 3ffa 

£TRT 33 c£f 3Fteilj*TR, ‘‘TRcf cfr W, SRWR^T, 'FFT 2, 3, (i), ?TT^I 20 

vHtpft, 2005 ^ *TRci WPR WW 3fR mRc|W <fre3TW WoR (W^I f^TFT ) 

STfSRjrPTT ^RgJT W.cPtA 36(3f) d!$^ 20 upRff, 2005 $ 3T#T WddRld W 3JT, 

ftretf cjrf^r ftp# 5m#cT wFrr.sft, ftR#T 

•RRdf ^ ^ flfcPTT, ftp# Sift^dl 3R#^ t, ^PTcfT eft vJMd&T 3RT # 

sft, Adic^ f# eft 3pjf£r cf§t wf^r ft ^ offt ^ ft i 

3fR ^TcRT ^RFRi eft TTfcRTT cTTft*f ..^/r./.T.^C.. cfrf ^PPTT # 3RT # 

ft! ; 

3fR \3cJxf ft#T ft ft ^PPTT ft M 3TlM 3?k ^?nft *R ft#?! WPR ft. . 

fft^R cfR feRTT ft ; _ ^ ^ ^ 

3TcT: 3TeT, ftftfa xH^ R, 3Tf^m ETRT 12 3flR EfRF 33 1RT 5RxT 
^ cfR^ fttftft aet?fticft ddie<^K ftft ft ^rf# 4 # ^ r^trt sfrftft 3fR ^rtppt 
^ pnfr f^zpT ( 1945 cpT 3fR ft#R cpftf ft foR fd+dfolR^d Pl4F eHlftf ft, 3T^ltcf - 

t]?/7T 

1. (l) f^RRTt ^)T ftf^RT "TFT ftfafa 3ffa 5RTPPT RTFBft (/ ^Rlt^FT) f^FT, 2006 t i 

(2) t ^ McbRR cf5t TTfrT #T^f I 

2. 3» SRTraFT WRJt f^RFT, 1945 (ftp# I^f ^ TORT ^ ^ ^ R5fl t), 

<& T^R 69 ^ xJTI^RFT (5) ^fPT ^R PlHf^fed W RRRT, 

sorter - 
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“ ( 5 ) stet sEjE^it ^ 3 #e ft 3?itE esjt wffcjRT 

sri g5t 10 k ftftz eei e> RrftEkr k fciE et 3tNM ck 3ifc i kcKj Ek k fftftAAn k f^E 

3?T^T ER5E 24 ET THE 24-E i 1%ET HTEET 3#E ^Elk ETTE 3TtEf£r kt ET^E? 3lfclRcEd EE ft 
feEJ #E Elt EnEE ftt EE EE 3TfcTRcRT E^ET Hit kit I 3TTERI c£ Tofcf) EEi kt 10 % Slfto 
Tit E> feR EE: ftp ERi k feF7 ET 3MM ck 3rfoftchd EEt k RPHkl ft fcfE ET feE 

sfk ferr ft fir Mehtt kj srpRr ft fkE tret 24-te A se^ee e> ere srjqit ^ s#e 

ST^g^t T-III A EEkfRT 3kM ck EciE> arfcfRcRT EE ft f^E 100 EETE <k ^fcTRcW e^et 

Hit kit r 

3. TEE klEEt ft fiEE 75 ft EMReE ( 3) A “cHk ETHJE (Slfte ETET A 

STchftlEflfE) 3ik #E 3fR tE#T " E> EEFT EE ' Hlk ETHJE ikkH 3ik #T 3fR 
^E#T 3fR ft (SITE- k TT) ciJHJH 3tW^T " HE 7# WAft I 

4. EcRT RrTHT ft RlEH 76 i "Hlk ETHJE ftAftcfi ETHT i STERlE^) sfR #E 

TtE iE#E " HE Hk it Slit f ft EETE EE ” Hlk ETHJE i^EH sftE itET sfR iEEflE sfR 

ji'eRimi ft te e (site- ft eh e) sfkRr ’ he Ek Emrt i 

5. HET f^EEt k fAm 122 71 i, - 

(i) ?tRrTT fkHT i, " ST^xft E 3#E E(l) ft ST#E Eit^KT 3W^ k RpE kt^ SEE " 

mA sftE sick EE eflE fftw W^J] t 

(ii) vjqRm ( 3 ) k "kt E?k f sr^ElRd tor eet t " nkt ^ etert , sfk “Rtee 

21 ^ EfkcT 3Fprf^r ITfeEk ^TET " Elkt k EEk "street k ETE ^ ‘ EI^ SRT:E?TTfi5l 
f^E urnkt; 

(iii) este ee^e k "s^siRi TnteRt “ ^ ft esth ee “Rtee 21 k srpf^r 
ETteEk " ET^ sfk STET Ek I 

6. 3F5^ft ET E>, EEtT kEEt - 

{ft) EEnE 26 H ETlk ETHJE ^TH/#7T 3ltE ^EEttE ’ EI^ HTT it Slk t, c^ 
EETE EE eTTEit ETe^E i^EE /#7T 3#E 3ltE ft EE E (STTE-^t EE 

E) c^EFE Sfmkr ’’ EI^ Ek HTEi ; 

(7E) EEoE 27 E i, "Hlk ETe^E i^eT/#7T 3ftE ^EEftE " it SE^ f, k 

EEnE EE Hlk ETe^E i^EE/itET SltE ftfftft 3#E ^E*i J M ^t EE E (SEE-^t EE E) 
^TEE sfrE^T “ THE E?t HTEi ; 

(E) EEtE 28 H i, "cEk Efe^E i^TET/itET SltE icRftE * ETT Hgt it 3Ect t, 

E^EE EE eEk ETe^E i^EET /#E 3#E tcKid sfR ^EeVi'H ft EE E (STR-^t EE 
E) c2pE^T STtEkr " ET^ Ek HTEi ; 


(E) EEoE 44 i, EE ET^IT 2-E i, ^ EfiH '' ET^t ft EETE EE "ETWH 

E^tRlE Hkef ' ET^ Ek EflEi | 
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7 . tot f^rapff c£r 3?^^t cr 4 ' #?r, dlf^H affc <& 3 t#t sft 

?RsTO 18 cfr 3ik Wf^RT Efcrf^fT c£ R7 RnfcHftsId TO 3#7 ^ 7^ 
MTTCpt, 3fqfa - 


__1__ 2 3 4 

18 f^TRT TOJTT^ 36 73TFT tR 

[m trspR-i 1014/2/2004/^^*T t^T^^^] 
fl<1 1Tt efel, ^53 

f^xpiT:^ f%^T, ^TTTcf cfr TORT 3 3ff^TO ^^-28-10/45-^(1), cTT^ 21 

1945^RT TOTftRT fc^ TR £ ^ 2005 4 *TRcT ^ ^ *TFT 2, ^3, TOI^ (i) 

4 f^HfoTRsfd 3Tf^TO3Tf IRT f^ *R, 3T^tcf - 

(1) 7TT-chT.f%. 32 (3T) cTTte 20.1.2005 

(2) ^TT.^T.R 35 (3T) cTT^te 20 1.2005 

(3) TTT.^hT.R 79 (3?) cflite 14.2.2005 

(4) ^TT.cf?T.f%. 174 (3T) cTT^a 16.3.2005 

$ m^T.f%. 431 (3T) cTT%3 30.6.2005 

(6) 7TT.^T.ft.733 (3T)<T?fN21-12-2005 

(7) m^T.fr. 734 (3?) <TKft3 21-12-2005 

(8) TTT.^T.fT. 735 (3T) ?TRhl 21-12-2005 

MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 

NOTIFICATION 

New Delhi, the 19th January, 2006 

G.S.R. 26(E)— Whereas a draft of certain rules further to amend the Drugs 
and Cosmetics Rules, 1945, was published, as required by section 12 and 33 of 
the Drugs and Cosmetics Act, 1940 (23 of 1940), in the Gazette of India, 
extraordinary, part II, section 3, sub section(i), dated 20 January, 2005, under the 
notification of the Government of India in the Ministry of Health and family 
Welfare (Department of Health), number GSR 36(E), dated the 20 January, 
2005, inviting objections and suggestions from all persons likely to be affected 
thereby, before the expiry of a period of forty five days from the date on which 
copies of the Official Gazette containing the said notification were made available 
to the public; 


And whereas copies of the said Gazette were made available to the public 


on 21-1-05 
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And whereas, objections and suggestions received from the public on the 
said rules have been considered by the Central Government; 

Now, therefore, in exercise of the power conferred by section 12 and 33 of 
the said Act, the Central Government, after consultation with the Drugs Technical 
Advisory Board, hereby makes the following rules further to amend the Drugs 
and Cosmetics Rules, 1945, namely: - 

1. (1) These rules may be called the Drugs and Cosmetics if ir Amendment) 
Rules, 2006. 

(2) They shall come into force on the date of their publication in the Official 
Gazette. 

2. In the Drugs and Cosmetics Rules, 1945, (hereinafter referred to as the said 
rules), in rule 69, for sub rule (5), the following shall be substituted, namely: - 

“(5) Applications for manufacture of more than ten items of each category 
of drugs as categorized under Schedule M and M-lll or for manufacture of 
additional items of drugs by licensees in Form 24 or Form 24F shall be 
accompanied by an additional fee at the rate of rupees three hundred for 
each additional item of drug. Applications in Form 24B for licence to 
manufacture for sale and distribution for repacking for more than 10 items of 
each category or for manufacture of additional items of drugs shall be 
accompanied by additional fee of rupees one hundred for each additional item 
of drugs as categorized in Schedule M and M-lll.” 

3. In the said rules, in sub-rule (3) of rule 75, for the words “Large Volume 
Parenterals and Sera and Vaccines", the words “Large Volume Parenterals, 
Sera and Vaccine and Recombinant DNA (r-DNA) derived drugs”, shall be 
substituted. 

4. In the said rules, in rule 76 for the words, “Large Volume Parenterals, Sera 
and Vaccines”, the word “Large Volume Parenterals, Sera and Vaccines and 
Recombinant DNA (r-DNA) derived drugs”, wherever occurring, shall be 
substituted. 
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5. In the said rules, in rule 122 B, 


(i) in the marginal note , the words, letters and figures “other than the 
drugs classifiable under Schedule C and C (1)” shall be omitted; 

(ii) in sub-rule 3, after the words “has already been approved” and 
before the words “by the Licensing Authority mentioned in rule 21” 
the words; “in the name of the applicant” shall be inserted; 

(iii) in first proviso, for the words “Licensing Authority”, the words and 
figures “Licensing Authority in Rule 21” shall be substituted. 

6. In the said rules, in Schedule A, - 

(a) in Form 26H, for the words, “Large Volume Parenterals/ Sera 
and Vaccine”, the words, “Large Volume Parenterals/ Sera and 
Vaccine/Recombinant DNA (r-DNA) derived drugs”, wherever 
occurring, shall be substituted; 

(b) in Form 27 D, for the words, “large Volume Parenterals/ Sera 

and Vaccine”, the words, “Large Volume Parenterals/ Sera and 
Vaccine/ Recombinant DNA (r-DNA) derived drugs”, wherever 
occurring, shall be substituted; % 

(c) in Form 28 D, for the words “large Volume Parenterals/ Sera 
and Vaccine”, the words, “Large Volume Parenterals/ Sera and 
Vaccine/ Recombinant DNA (r-DNA) derived drugs”, wherever 
occurring, shall be substituted; 

(d) in Form 44, in items 2-C, for the words “pre reviewed journals” 
the words “peer reviewed journals” shall be substituted. 

7. In the said rules, in Schedule P, ,under the heading ‘Sera, Toxin and 
Toxoid 1 , against serial number 18 and the entries relating thereto, the 
following words, figures and letters shall be substituted, namely:- 



1 

2 

3 

4 


“18. 

Tetanus toxoid 

36 

In cold place” 


[F. No. X-10014/2/2004-DMS & PFA] 
RITA TEAOTLA Jt. Secy 


; f 1 <' ( w S' 

^ b Cy A / t-' C* -< 



THE GAZETTE OF INDIA; EXTRAORDINARY 


[Part II—Sec. 3(i)j 


Note .The Principal rules were published in the official Gazette vide notification 
'^NoTf. 28-10/45-H (1) dated 21-12-1945 and amended in the year 2005, by 
(following notifications published in Part II, Section 3, Sub-section (i) of the 
Gazette of India, namely. 

(1) GSR 32 (E) dated 20/1/2005. 

(2) GSR 35(E) dated 20/1/2005. 

(3) GSR 79 (E) dated 14/2/2005. 

(4) GSR 174 (E) dated 16/3/2005. 

(5) GSR 431 (E) dated 30/6/2005. 

(6) GSR 733 (E) dated 21/12/2005. 

(7) GSR 734(E) dated 21/12/2005. 

(8) GSR 735(E) dated 21/12/2005. 
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